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DETAILED ACTION 

The amendment filed 7/17/06, which amends claim 50, cancels claims 3-49 and 59, and 
adds claim 61 has been entered. Pending claims 1-2, 50-58 and 60-61 are examined in this Office 
action. 

The references cited in the IDS filed 7/17/06 have been considered by Examiner. 

EXAMINER'S AMENDMENT 

An Examiner's Amendment to the record appears below. Should the change and/or 
additions be unacceptable to Applicant, an amendment may be filed as provided by 37 C.F.R. § 
1 .3 12. To ensure consideration of such an amendment, it MUST be submitted no latter than 
payment of the Issue Fee. 

Authorization for this Examiner's Amendment was given in a telephone interview with 
Thomas Triolo on August 10, 2006. Applicants agree the Examiner proposed amendment to 
claims 50-58 and 60-61 (see below). 

Amendments to the claim: 

The pending claims 50-58 and 60-61 have been amended as follows. Please replace the 
previous claims with the claims shown below. 

Claim 50 (Amended): A The polypeptide of claim 2 wherein the other polypeptide is 
selected from the group consisting of a glutathione-s-transferase (GST) tag polypeptide, a 
hexahistidine tag polypeptide, a maltose binding protein tag, a haemagglutinin polypeptide tag, a 
cellulose binding protein tag and a myc tag polypeptide. 

Claim 51 (Amended) : A The polypeptide of claim 1 which is labeled with a member 
selected from the group consisting of 32 P, 35 S, 3 H, 99m Tc, 123 I, ,u In, 68 Ga, 18 F, ,25 I 131 I 
1 ,3m In/ 6 Br, 67 Ga, 99m Tc, 123 1, 1 1 'in and 68 Ga. 



Claim 52 (Amended): A composition comprising the polypeptide of claim 1 which iG 
bound to cholesterol. 
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Claim 53 (Amended): A polyp e ptid e The composition of claim 52 wherein said 
cholesterol is radiolabled. 

Claim 54 (Amended): A polyp e ptid e The composition of claim 53 wherein the radiolabel 
is ,25 I or 3 H. 

Claim 55 (Amended): A composition comprising the polypeptide of claim 1 which is 
bound to ezetimibe. 

Claim 56 (Amended): A polypeptid e The composition of claim 55 wherein said 
ezetimibe is radiolabled. 

Claim 57 (Amended): A polypeptide The composition of claim 56 wherein the radiolabel 
is 125 Ior 3 H. 

Claim 58 (Amended): A polypeptid e The composition of claim 55 wherein the ezetimibe 
is BODIPY labeled ezetimibe. 

Claim 60 (Amended): A The polypeptide of claim 1 which is glycosylated. 

Claim 61 (Amended): A The polypeptide of claim 1 which is capable of binding to 
cholesterol. 

Amendments to the specification: 

In abstract is amended as follows (in one paragraph): 

We claim an isolated polypeptide having ability of binding with cholesterol. Said 
polypeptide is useful for investigating regulation of intestinal cholesterol absorption and 
cholesterol levels. Also, we claim a composition comprising said polypeptide bound to 
cholesterol or ezetimibe and a fusion protein comprising the polypeptide thereof. 

The following is an Examiner's Statement of Reasons for Allowance: According to the 
agreement set forth in the "Interview Summary" mailed 7/14/06, particularly regarding instant 
claim 2, Applicants indicate that the claimed polypeptide or fragment thereof is at least useful as 
antigenic molecule, e.g., raising antibody for detecting the claied polypeptide or/and analyzing 
cholesterol levels and regulation of intestinal cholesterol absorption; and thus, fusion of the 
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claimed polypeptide to any heterologous polypeptide is within the bounds of enablement. 
Examiners agree the above applicants' statement. Therefore, the rejection under 35 USC 112, 
first paragraph is withdrawn. 

Also, Examiners agree to withdraw the rejection under 35 USC 112, second paragraph set 
forth in the Office action mailed 4/17/06 in light of that the biologically inactive polypeptide can 
be used for raising antibody for detecting the claimed polypeptide (see the interview sumary 
thereof). Hence, the claims are allowable. 

Conclusion: claims 1-2, 50-58 and 60-61 are allowed. 

Any comments considered necessary by applicants must be submitted no later than the 
payment of the issue fee and, to avoid processing delays, should preferably accompany the issue 
fee. Such submissions should be clearly labeled "Comments on Statement of Reasons for 
Allowance." 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Samuel Wei Liu whose telephone number is 571-272-0949. The 
examiner can normally be reached from 9:00 a.m. to 5:00 p.m. on weekdays. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, Jon, Weber can be 
reached on (571) 272-0925. The fax phone number for the organization where this application or 
proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval IPAIRI system. Status information for published applications may 
be obtained from either Private PAIR or Public PAG. Status information for unpublished applications 
is available through Private PAG only. For more information about the PAN system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 866-217-9197 (toll-free). 





Samuel W. Liu, Ph.D. 
Patent Examiner, AU1653 
August 10, 2006 
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Abstract 

We claim an isolated polypeptide having ability of binding with cholesterol Said 
polypeptide is useful for investigating regulation of intestinal cholesterol absorption and 
cholesterol levels. Also, we claim a composition comprising said polypeptide bound to 
cholesterol or ezetimibe and a fusion protein comprising the polypeptide thereof. 



